MEMORANDTUM DEPARTMENT OF HEALTH AND HUMAN SERVICES
PUBLIC HEALTH SERVICE
FOOD AND DRUG ADMINISTRATION
CENTER FOR DRUG EVALUATION AND RESEARCH
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Date: February 24, 2000
To: Dockets Management Branch (HFA-305)
From: Melissa Lamb

Office of Generic Drugs
Subject: Electronic Submission Update
This memorandum forwards overheads of a presentation to the Dockets

Management Branch for inclusion in Docket 90S8-0308. The following
is information on the presentation for the Docket records:

Title of Presentation: Electronic Submission Update
Presented for: Trades Meeting

Date Presented: 2/24/200

Presented by: Richard Sponaugle

Number of Pages: 6
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Electronic Submission Update

Richard Sponaugle

Computer Specialist
Senior Systems Engineer -
Electronic Submissions
Oftice of Generic Drugs



Electronic Submission -Participation Statistics

H | Total Receipts 55 44 0
For Year
Bioequivalence
1999 1998 1997
Total Receipts 44 32 10

For Year




Electronic Submission -Participation Statistics

Total ANDA Receipts CY 1999

Twenty-seven percent of all ANDAS received by OGD in
1999 included some portion in an electronic format
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Electronic Submission -Participation Statistics

Number of Firms Participating

Twenty-Four percent of active firms are submitting electronically.

Total Firms Actively
Submitting ANDA's |

Firms Submitting
Electronically
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Electronic Submissions in OGD

The Web'site has moved to CDER
http://www.fdov/cder/regulatory/ersr/eva/
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released - August 1999, Important Announcement

Go to download area
for detadls The purpose of this letter is to provide you with mformation concerning the program of electronic submis

. L Abbreviated New Drug Applications (ANDAs). As you know the Office of Genenc Drugs (OGD) has
Add?ODBI Traming peniod for recept of the electromc submussion after the official paper copy has been received. This was -
Sessions Scheduled for were not penalized for the extra time it takes to prepare and submit an electrome ANDA
October, 1999, Click -
Here for details. OGD has been diligent in its many efforts to streamline the review process. These efforts along with the

4 project have signficantly reduced the tme an apphication rests in the assi queue before review is i ;,35»1 ’
All pages { distinct possibility that occasionally assi of the ANDA will be made before the 45 days have pasq | CDER Bome | Siiedafe | Communts | Whats New |
;}_g:.":b, tid working group members and mdustry participants to determine ff reducing the grace penod would be a
e was that it would not, After careful consideration, we have made the decision to shorten the 45 day grad
receipt of the electronic submission after the hard copy. This change will be effective on Apnil 1, 1999.

Office of Generic Drugs (OGD)

{ We offer the following recommendatons to help firms shorten the delay of their electronic submissions t Abbreviated New Drug Application: Electronic Submissions
e o lEET T BT Information
: Introduction
mundos.ifsm.umbc.edu |
Welcome to the Office of Genenic Drugs (OGD) Eiectronic Submission webpage. This

webpage has information for mdustry about the Abbreviated New Drug Application
(ANDA) Electromc Regulatory Submission and Review (ERSR) program.

‘While voluntary, the inclusion of accompanying electronic submissions with generic drug
applications (ANDAs) is highly encouraged by OGD. The Bioavaiabilty/ Bioeguivalence
(BA/BE) Eleclzonic Submission Format consists of the Electronic Subrmssion Document
(ESD), data files (demographic data, quality control data, etc.), and a companion

d The Chemistry. M: ing, and Controls Documentation (CMC) Electronic
Submussion Format consists of the CMC ESD and a companion document

The ESD is a simple text document with a strict markup. It is made up of sections and
subsections which define the generic drug to be reviewed/approved by CDER. For

le, the B lability/ Bioequivalence ESD has a product section where you would

lved, and an ngreds bsection which details the ingredients




“m. Federal Register Notice
Docket No. 99D-5333

DEPARTMENT OF HEALTH AND HUMAN

SERVICES

Food and Drug Administration Plans to Develop
Guidance on Submitting an Archival Copy of an
ANDA in Electronic Format;

Request for Comments
AGENCY: Food and Drug Administration, HHS.
ACTION: Notice.




